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preventing one day or reducing one day hospitalization 

per year. That is a modest -- that is a moderate, 

modest, whatever adjective, benefit you want to put 

on, you want to acknowledge, and the effects on 

symptoms and the Minnesota living with heart failure 

are reinforcing, although I'm still struggling with 

how strongly because I'm still struggling with getting 

a sense of how strong those data are. 

Having said all of that then, if we look 

at the data where we have information, where do we 

have information? We have a lot of data in the global 

analysis, and like Steve says, I look at that first 

and foremost, and when I look at that, I see one study 

that does meet standards for strength of evidence for 

a positive trial. I'm really reluctant to call it 

though the level of evidence that would be similar to 

what we would have from two independent studies, each 

of which would meet that standard for positivity. 

It was possible that we could have met 

that standard if we had had, rather than modest, if we 

had had moderate effects on morbidity. This was a 

very large trial that would have been powered to 

achieve that level of effect. 

Now, what adds a lot of complication here 

is the sponsor's acknowledgement that there is 

NEAL R. GROSS 
COURT REPORTERS AND-TRANSCRIBERS 

1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C. 200053701 www.nealrgross.com 
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